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1. Patient identifier |2. A'gl ot thme 3. Sex 4. Weight 1. Nama (give labalad strength & mfr/labeler, if known)
of svent:
or 21 yrs ( )female |170 ibs #1 TYLENOL Analgesic Unknown
Date or 2
in confidence of birth: (X)male kgS |5 Doss, frequency & route used |3, Tharepy dates (T unknowen give duration)
R Adve e eye Or prodg elgelejis fromito {oc bast estimatel
1. X Advarse svent and/or Product problem {s.g., defects/maifunctions) [#1 unknown dose, po 1 1996-6/27/97
2. Outcomes attributed to adverse event »2 22

{check all that apply)

5. Describe svent or problem

Notification via sttorney letter & medical records of DEATH
in a 21 yo male allegedly associated w/the use of a TYLENOL®
acetaminophen product. Report indicates a 21Y0 M on or about
10720795 fell into stairwell & sustained extensive injuries;
TYLOX® prescribed for pain management. After TYLOX® expired,
he began taking Tylenol to help minimize the pain associated
w/his injuries. Reportedly, pain persisted & he continued
‘?fwking Tylencl throughout the 1996-1997 winter season. On
ening(4/26/97) at friend’s home, he consumed some beer &
“T"went to companion’s home. After 3-4 hrs he became extremely
ill & went to BR. After a reasonable period of time, friend
went to check on him & found him dead in BR. Ambulance ar-
rived & found pt in resp-cardiac arrest (HEART ARREST), air-
way obstructed (ASPHYXIA) w/vomitus. CPR & supportive meas-
ures used enroute to ER. In ER, resuscitation w/ACLS proto-
col was unsuccessful,pt expired(4/27/97). Ox desth (alcohol/
drug related). Police report lists cause of death: Pulmonary
edema (LUNG EDEMA) due to HEPATIC FAILURE & polypharmacy.

¢ ) disability 4. Diagnosis for use (indication) ) I Event abated after use
(x) death m%g]/?? ¢ ) congenital anomaly #1 minimize pain associated with injuri stos o reduced
¢ ) life-threatening ( ) required intervention to prevert 21 ( ) Yes ( ) No (X) N/N
¢ ) hospitalization - initisl or pralonged med ’ ”?2
( 3 other 6. Lot # {if known) 7. Exp. date (if known) |#2 ( ) Yes ( ) No ( ) N/A
3. Date of event 4. Date of this report #1_ Unknown n Unknown 8. Event resppeared after
4r27/97 02/19/98 n 2] relatroduction
(mo/deyfyr) {moldeylvr}
#1 () Yes ( > No (X) N/A

9. NDC # - for product problems only (if known)

#2 ( ) Yes ( ) No ( ) N/
10. Concomitant medical products and therapy dates (exciude treatmant of event)
pt had possible access to the foliowing drugs from police
evidence report: empty containers of Al!grbzoluu, ENDOCETe,
Pr;o_eg:sy_p_hene Napsy w/apep & containers w/Ami tr\ptyline HCt,
PERCOCET® NTAC® & ELAVIL®

G. All manufacturers
1. Contact office - name/address (& mfring site for devices)

2. Phone number

McNeil Consumer Products Compeny 215-233-7820
Medical Affairs ER T

7050 Camp Hill Road (check ali that apply)
ft. Washington, PA 19034 ( ) forsign

8. Relevant tests/isboratory dats. including dates
4/27/97 P1=13.7 secs, INR=1.27, PTT=52.3 secs, glucose=309
mg/dL, Creat=1.6 mg/dlL, Na=154 smol/L, Ks5.9 mmol/L, AST=
813 y/L, LOH=1353 U/L, CX=1199 U/L, ALT=1041 U/L, P=18.9
mg/dl, Mg=3.2 mg/dl, serum alcohol=218.5 mg/dlL(See Sect.:.7)

() study

¢ ) literatura

¢ ) consumer
health

4. Date recaived by facturee|S. <) pr:fnssional

(ma/deyiyry
01/16/98 (A} NDA # 17-552 () user facility

6. 11 IND IND #

6. If IND, protocol # o company
PLA # ( ) representative
pre-1938 ( ) Yes ¢ ) distributor

7. Type of report ore (x) othes:

{check alt that spply) product (X) Yes attorney

¢ ) S-day (X)15-day

8. Adverse t term
¢ ) 10-day ( )pericdic oven o

(X) Initiel ¢ )follow-up # DEATH OVERDOSE
- HEART ARREST ASPHYXIA
sport aumbe EDEMA LUNG LIVER FAILURE

7. Other relevent history, including preexiating medical conditions {e.g.. sllergies,
race. pregnancy, smoking and sicohol use, hepatic/renal dysfunction, etc.)

hx of prior injuries from a fell; NKDA; Cor*" “=ct.B.6.

pH=6.79, PCO2=31.2, HCO3=4.8, PO2=100.1, Sa02=89.4X on 100%

Ambu, wW8C=14.1; Postmortem Profile: (urine) ethanol=0.256 &

0.137%, propoxy & metabolite= positive; (blood) ethanol=

211 & 0.137 g/dL(X), salicylates= 8 & 6 mcg/mt, acetamino-
nx 102 & 106 mcg/ml; (gastric) alcohol=0.246
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Facsimile Form 3500A

Submission of a report does not constitute an

sdmission that medical personnel, user facility,
distributor, manufacturer or product caused or
contributed to the event.

2. Hesith professional? |3. Occupatio 4. initial reporter also
sent report to FDA
{ ) Yes (X) No attorney () Yes ( ) No (X) uUnk




